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Refer to MIN 97-46

Thomas J. McGoldrick
president and CEO
Minntech Corporation d.b.a. Renal Systems
14905 28th Aveue North
Pl~outlL MN 55447

Dear Mr. McGoldrick:

We are wriMg to you because on May 28 through June 3, 1997,
Food and Drug Administration (FDA) collected Norrnation that

an investigator horn the
revealed a serious

regulatory problem involving the product known as “BC- 1 Bicarbonate Concerdrate
Powder”, a dialysatc that is made and marketed by your firm.

Under a United States Federal law, the Federal Fo04 Drug and Cosmetic Act (Act), this
product is considered to be a medical device because it is used to diagnose or treat a
medical condition or to tiect the structure or fiction of the body. Dialysate is a
medical device as defined by Section 20 l(h) of the Federal FOOLDreg, and Cosmetic
Act (the Act). [t is classified as a Class 11,critical device.

The law requires that manufacturers of medical devices adhere to Current Good
Mmufacturing Practice (CGMP) regulations for Medical Devices as specified in Title 21,

● (CFR), Part 820 in the methods used h facilities or controls
used for manufacturing packing storage, or installation of medical devices.
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ThomasL McGokirick
June & 1997

our -on found )fOtX _ are in violation of the law because:

The powder “ uscdinthe manufhm of theproducthave not been
qualKcd orti=21 CFR820.100(a)(l)].

WeighU of each component (sodium chloride and sodium bicarbonate) arc not
Ilwammddurhlgp’rodl= “on(21 CFR 820.160).

TheDaiceHimy~mw-@tipwd= ●dlspuls4m#s l&2?
which had been shIdOW ck tO-C ZOxl ShlC8@ 9, 1997, WCr8 used
idle May 14-19, 1997 pmductl ‘on of lot C7028 [21 CFR 820. 100(b)].

The DHR’s lack documentation of reasons for rcjcdng product (21 CFR
820. 161)..

● Written procedures do not address use of the J scale that is used in
prduction 21 CFR 820.100 (b).

InlcgdtcnnsJhe- am adulteratedunder section 50 l(h) of the Act

You should know that this serious violation of the law may result in FDA taking
mgubry action withouf fbrdwr notice to yow These actions inciudq but arc not limited
to, seizing your product in=, obtaining a court injunction against tier marketing
Ofthe - ot - civil money penalties. Also, other Federal agencies am
infbrzdaboutthe-1-wez suchasthis onqsotitiq wyconsida
t&is H!mnation when awarding government contracts.

The -c violations f qtcd in this letter and in the F’DA483 issued at the closeout of
thC hl!lpd~ IIMybC ~ptO~C Of StiOUS ud=i~g problems in YOUfkI1’S
~ and quality assurance systems. Your are responsible for investigating and

9*
~ the causes of the viohitiom idcnticd by the FDA. Mthe causes WC
detmnined to be systems problems, you must promptly initiate pcnnanent correctiw
actions.

@

This Ictmrisnot intended to be an all-inclusive list of dcfkkncks at your fhcility. As
presi~ the most responsible individd at ti=h Corp. cLb,a Renal Systems, it is

.“
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ThomasJ. McGoMrick
JtlIte 1A 1997

UMm8tdyyour responsibilityto asure tht devicesmanacturcd atyour facility in
P~~~mti~p--&~tofticA~md- ‘Oxls.

It isnccasmy fm you n tic action on this matter now. Please let this office bow in
writing tidzin -(15) WOriCiIMCiSy hmtheciate yourcccivcd this lcttcrwhatstcps
youaredring toco-tti~bl- Wealsoask thatyou =pitihowyouphm
---~ 0 - If you need more tim~ let us know why and when

you expect m Compluta your correction Please direct your response to Howard E.
~Complia-~-,F&ti~~ “q 240 Hcnnepin Avcn~

●

Mmae8po& MN 55401.

~i, YOU should udmtand thmhcrcamnaI@DAmquircMcntspcrminin gtothe
mm&turc8xadzn81kaq Ofmcdicahimku. This lctmrputainsonlyto the issue of

s

cuIrcntGoodM—fkmmg“ Practices fix your&vices and dou not ncccssady address
other obligationsyou ham underthe law. You may obtain general information about all
of FDA’srquircmcnts fa mmdk==s of medical devices by contacting our Division
ofsm8uMadimKm AuSiSmmat1-(800)638-2041 or thin@ the Intcmct at
httpY/TwlmLf&gow

If yodhavemore -C questions about how FDA marketing requirements affect your
p8rtklar dcvi% or about the content of this letter, please feel tic to contact Mr.
Manrua at (612)33=100 ~ 1S6.

sincerely,

%-
Adng Disrnct Director
Minneapolis District

EIICIO-: FDA483 dated 6/3/97
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